Message

From: Nalubola, Ritu [Ritu.Nalubola@fda.hhs.gov]
Sent: 3/20/2017 5:14:35 PM
To: McNally, Robert [Mcnally.Robert@epa.gov]; Keigwin, Richard [Keigwin.Richard@epa.gov]; Hartman, Mark

[Hartman.Mark@epa.gov]; Leahy, John [Leahy.John@epa.gov]; Milewski, Elizabeth [Milewski.Elizabeth@epa.gov];
Mendelschn, Mike [Mendelsohn.Mike@epa.gov]; Tapken, Wiebke [Tapken.Wiebke@epa.gov]; Kaczmarek, Chris
[Kaczmarek.Chris@epa.gov]; Wakefield, Benjamin J. [wakefield.benjamin@epa.gov]

CC: Kux, Leslie [Leslie.Kux@fda.hhs.gov]; Epstein, Laura [Laura.Epstein@fda.hhs.gov]; Flamm, Eric
[Eric.Flamm@fda.hhs.gov]; Zborowsky, Ashley [Ashley.Zborowsky @fda.hhs.gov]; Steinberg, Nadine
[Nadine.Steinberg@fda.hhs.gov]; Flynn, William T [William.Flynn@fda.hhs.gov]; Forfa, Tracey
[Tracey.Forfa@fda.hhs.gov]

Subject: Current versions of final GFI 236 and NOA

Attachments: GFl #236 - Regulation of Mosquito-Related _Tracked_Changes_Version.doc; 2017-64 - NOA for Regulation of
Mosquito-Related Products - GFI#236 - Fi....docx

Hi Bob ~ Attached are current versions of final guidance and corresponding NOA {thanks to Laura!} — all changes to the
draft guidance and prior NOA are tracked. We will walk through these at the call tomorrow.

Please note draft status of these documents, currently going through internal review and so subject to further changes
as they go through clearances.

Thanks!

Ritu

From: Nalubola, Ritu

Sent: Monday, March 20, 2017 10:52 AM

To: Rollins, Michele A; Flamm, Eric; Zborowsky, Ashley; Steinberg, Nadine; Epstein, Laura; Flynn, William T; Keigwin,

Richard (Keigwin.Richard@epa.gov); hartman.mark@epa.gov; leahy.john@epa.gov; 'Milewski, Elizabeth'; Mendelsohn,
Mike (Mendelsohn.Mike@epa.gov); tapken.wiebke@epa.gov; 'Kaczmarek, Chris'; Forfa, Tracey; Kux, Leslie; Wakefield,
Benjamin J.

Cc: McNally.Robert@epa.gov

Subject: RE: FDA/EPA Meeting

Hi all — Plan is to discuss these two items at call tomorrow:

- Recap/follow-up to Oxitec mtg
- GFI 236 — public comments and revisions

Thanks!
Rity

From: Rollins, Michele A

Sent: Tuesday, September 20, 2016 3:01 PM

To: Rollins, Michele A; Nalubola, Ritu; Flamm, Eric; Zborowsky, Ashley; Steinberg, Nadine; Epstein, Laura; Flynn, William
T; Keigwin, Richard (Keigwin.Richard @epa.gov); McNally.Robert@epa.gov; hartman.mark@epa.gov;
leahy.jochn@epa.gov; 'Milewski, Elizabeth'; Mendelsohn, Mike (Mendelsohn.Mike@epa.gov); tapken.wiebke@epa.gov;
'Kaczmarek, Chris'; Forfa, Tracey; Kux, Leslie

Cc: Wakefield, Benjamin J.

Subject: FDA/EPA Meeting
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